an impact upon dental practitioners into the twenty-first century. However, as this story unfolds, it will be apparent that this is the case.
THE CURRENT LAW
To understand the current legal position it is necessary to follow a line of legislation and case law commencing in 1976.
EU Directive 76/768/EEC was adopted by the Council of European Communities on 27 July 1976. It dealt with defining the composition and characteristics to which cosmetic products must conform and prescribed rules for labelling and packaging of such products. The main objective of the Directive was expressed to be the safeguarding of public health. The Directive specifically related only to cosmetic products and not to pharmaceutical or medicinal products (which are dealt with in separate Directives).
A 'cosmetic product' was defined as any substance or preparation intended for placing in contact with the various external parts of the human body (epidermis, hair system, nails, lips and external genital organs) or with the teeth and the mucus membranes of the oral cavity with a view exclusively or principally to 'cleaning them, perfuming them or protecting them in order to keep them in good condition, change their appearance or correct body odours' .
Article 14 to the Directive required member states to bring into force (ie in their own jurisdiction) the provisions needed in order to comply with the Directive within 18 months of its notification. This resulted in the enactment in the UK of the Cosmetic Products Regulations in 1978. These were the precursor to the current Statutory Instrument dealing with this matter, the Cosmetic Products (Safety) Regulations 1996 (which have themselves subsequently been amended).
Paragraph 4(2) of the 1996 Regulations provides that 'No person shall supply a cosmetic product which contains … any substance listed in Column 2 of Schedule 2 …' . Schedule 2 provides, amongst other things, that cosmetic products must not contain "hydrogen peroxide and other compounds or mixtures that release hydrogen peroxide, including hydrogen peroxide-urea (hydrogen peroxide-carbamide) and zinc peroxide for the purpose of 'oral hygiene products' unless the maximum concentration of hydrogen peroxide in that product is 0.1% present or released. 1976 Directive on cosmetic products, which in turn will allow changes to the UK Regulations and ultimately allow a higher percentage of hydrogen peroxide in tooth whitening products.
I N B R I E F
'Where safety regulations prohibit a person from supplying or offering or agreeing to supply any goods or from exposing or possessing any goods for supply, that person shall be guilty of an offence if he contravenes the prohibition' . Section 12(5) of the Act provides 'A person guilty of an offence under this section is liable, on summary conviction, to imprisonment for a term not exceeding six months or to a fine not exceeding £5,000, or to both' . 'Supply' is defined in Section 46 of the Consumer Protection Act and includes selling, hiring out or lending the goods and the performance of any contract for work and materials to furnish the goods.
This means that as matters currently stand, the supply of any cosmetic product containing more than 0.1% hydrogen peroxide, or compounds that release it, is an offence under the Consumer Protection Act and renders the supplier vulnerable to prosecution by a Trading Standards Officer and, on conviction, to a potential penalty for illegal supply of up to 6 months' imprisonment and/or a fine of up to £5,000.
CASE LAW
The above is a summary of the current statutory position. In order to understand the full legal picture it is also necessary to consider the much publicised case of Optident Limited and Ultradent Productions Inc then appealed this decision to the House of Lords, the ultimate appellate Court, which considered the case in June 2001. They held that the regimes under the Cosmetics Directive and the Medical Devices Directive were not only different but were intended to be separate and distinct. They concluded that it was clear that the gel was put in contact with teeth exclusively or mainly to change their appearance, whatever other effects the gel might have on the inner layers of the teeth, and therefore the gel fell within the Cosmetics Directive. They therefore held that the marketing of the gel was prohibited because it contained more than the permitted amount of hydrogen peroxide and thus confirmed that the Secretaries of State for Trade and Industry and Health were entitled to take steps to prevent the sale of the gel in the United Kingdom.
Thus, this important case served to confirm that Opalescence gel was a cosmetic product and so its supply was regulated by the Cosmetic Products (Safety) Regulations.
CURRENT POLICY

Department of Health
The most recent announcement of Department of Health policy on the issue of tooth whitening was made by the then Chief Dental Officer, Dame Margaret Seward, in a letter that was published widely in the dental press in September 2002. She confirmed that the techniques of external and internal bleaching of teeth are not in themselves illegal. She re-stated the Government's view (at that time), being that the products used in these processes are cosmetic products as opposed to medical devices (and thus, by implication but not stated, their supply is illegal pursuant to the legislation referred to above) but that notwithstanding, the Department of Health would not seek to interfere with a dentist's therapeutic decision to utilise a bleaching technique where a dentist considered this to be in the best interests of the patient's overall oral healthcare. Directive which is at the heart of this problem. It is understood that a member state can request an amendment to the Directive, if such a request is supported by an appropriate Scientific Opinion. It is understood that such an Opinion has been obtained which supports an increase in the percentage of hydrogen peroxide concentration which should be permitted for use in tooth whitening products and it is hoped that this will be presented to the appropriate Committee of the European Community this year with a view to seeking an amendment to the Directive. As and when the Directive is amended, this would allow for changes to be made to the UK Regulations.
Department of Trade & Industry
The Department of Trade & Industry have stated that it is their policy to work with the Department of Health with a view to seeking amendments to the 1976 Directive, which in turn will allow changes to the UK Regulations allowing a higher percentage of hydrogen peroxide in tooth whitening products. The DTI estimate that the date by which such change might come about in relation to the UK regulatory position is in the first half of 2004.
SUMMARY
A review of the legislation currently in force confirms that the supply of tooth whitening products containing more than 0.1% hydrogen peroxide present or released is an illegal act rendering the supplier vulnerable to prosecution. Practitioners considering the supply and use of such materials thus need to be acutely aware of this issue.
It is understood that the medical defence organisations, and the British Dental Association, are in ongoing discussions with the Departments of Trade and Industry and Health who are, in turn, liaising with their European counterparts with a view to bringing about legislative change. It is to be hoped that such change is imminent, given the very unsatisfactory current legal position facing a practitioner who is seeking only to act in the best interests of his patients.
